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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D6094 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(S): 493.1445(e)(5)

The laboratory director must ensure that the quality assessment programs are
established and maintained to assure the quality of laboratory services provided and to
identify failuresin quality asthey occur.

This STANDARD is not met as evidenced by:

Based on the lack of quality assurance (QA) documentation and an interview with the
laboratory director (LD), the laboratory director failed to ensure a QA program was
established and maintained to ensure the quality of services provided for the 1 of 1
speciaty (histopathology) by the laboratory from 02/11/2021 to the date of survey.
Findingsinclude: 1. The laboratory's Quality Assessment policy stated that "The
Laboratory Director or designee, will review the laboratory records bi-annual for the
following quality factors: Patient Test Management, Quality Control, Proficiency
Testing, Maintenance, Inventory, Communications, Complaints. The quality factors
will be rated satisfactory or unsatisfactory on the Quarterly Assessment form." 2. On
the date of survey, 02/22/2023 at 10:53 am, the laboratory could not provide
documentation for the bi-annual review performed from 02/11/2021 to 02/22/2023. 3.
The laboratory performed 477 and 628 microscopic examinations for histopathology
in 2021 and 2022, respectively. 4. The LD confirmed the findings above on 02/22
/2023 around 11:15 am.

D6127 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1451(b)(9)

The technical supervisor is responsible for evaluating and documenting the
performance of individuals responsible for high complexity testing at least
semiannually during the first year the individual tests patient specimens.



D6128

This STANDARD is not met as evidenced by:

Based on review of competency assessment records and interview with the Laboratory
Director (LD) and Office Manager (OM), the Technical Supervisor (laboratory
director, CM S 209 personnel # 1) failed to evaluate and document the performance of
4 of 5 testing personnel (TP) responsible for the microscopic examinations for
histopathology at least semiannually during their first year from May 2021 to the day
of survey. Findingsinclude: 1. On the date of survey, 02/22/2023 at 10:17 am, the
Office Manager interviewed confirmed that TP#3, #4 and #5 joined the practicein
April 2022. The TP#6 joined the practice in May 2021 and |eft the practicein March
2022. 2. At the time of survey, the laboratory could not provide semiannual
competency assessment documentation for 4 of 5 TP (CMS 209 personnel # 3, #4, #5,
#6) who performed microscopic examinations for histopathology during their first
year. 3. The laboratory performed 477 and 628 microscopic examinations for
histopathology in 2021 and 2022, respectively. 4. The LD and OM confirmed the
findings above on 02/22/2023 around 11:15 am.

TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(S): 493.1451(b)(9)

The technical supervisor is responsible for evaluating and documenting the
performance of individuals responsible for high complexity testing at least annually
after the first year, unless test methodology or instrumentation changes, in which case,
prior to reporting patient test results, the individual's performance must be reevaluated
to include the use of the new test methodology or instrumentation.

This STANDARD is not met as evidenced by:

Based on review of the laboratory competency assessment records and interview with
the Laboratory Director (LD), the Technical Supervisor (laboratory director, CMS 209
personnel # 1) failed to evaluate the competency assessment for 5 of 5 Testing
Personnel (TP) who performed microscopic examinations for histopathology from 02
/11/2021 to the day of survey. Findingsinclude: 1. At the time of inspection, the
competency assessment documents provided by the laboratory for 5 of 5 TP (CMS
209 personnel #2, #3, #4, #5, #6) who performed microscopic examinations for
histopathology from 02/11/2021 to the day of survey were signed by the individual TP
(who were not listed as Technical Supervisor on the CM S 209 form) as "Evaluator".

2. The competency assessment documents provided did not show that the competency
assessment was performed by the Technical Supervisor. 3. The laboratory performed
477 and 628 microscopic examinations for histopathology in 2021 and 2022,
respectively. 4. The LD confirmed the findings above on 02/22/2023 around 11:15
am.



